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Seattle Distria
Pacific Region
22201 23rd Drive S.E.

P.O. BOX 3012
Bothell, WA 98041-3012
Telephone:425486 -8788
FAX: 4254834996

July 30, 1998

VIA FEDEIWL EXPRESS
. . . .. .

In reply refer to Warning Letter SEA 98-1; o

Robert Mannix, Hospital “Administrator
St. Elizabeth Hospital
3325 Pocahontas Road
Baker City, Oregon 97814

WARMNG LETTER

Dear Mr. Mamix:

Your facility was inspected on July21, 1998 (inspection ID 17788 10004) by a representative of the
State of Oregon radiation control progrw acting on behalf of the Food and Drug Administration
(TDA). This inspection revealed that your facility failed to comply with certain of the Quality
Standards for Mammography (Standards) as specified in Title21, Code of Federal Reszulations
(CFR), Part 900.12, as foIlows:

Level 1

et the requirement of being licensed by a State to practice

2. The interpreting physician did not meet the requirement of being board certified by an~ of the
approved boards or having two months fill-time training in the interpretation of mammograms:

In additioq to the Level 1 findings, several other noncompliances were noted. These include:

Level 2

3, The interpreting physician did not meet the continuing experience requirement of having read
and interpreted mammograms from an average of 40 patient examinations per month over 24

mo”’hs: ~

4. The interpreting physician did not meet the initial training requirement of having 40 hours of
continuing medical education in mammography:
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5. The interpreting physician did not meet the initial training requirement of having 40 hours of
continuing medical education in mammography: ~

6. The interpreting physician did not meet the requirement of having read and interpreted
mammograms from the examinations of at least 240 patients in 6 months: ‘

7. The interpreting physician did not meet the requirement of having read-and interpreted
mammograms from the examinations of at least 240 patients in 6 months:

‘~ ““’ ““ - ~ s
~

8. The radiologic technologist did not meet the continuing education requirements of having
completed a minimum of 15 credits in mammography over a 3-year period (an average of 5

Levei 3 Reueats

9. The chest wall edge of the compression paddle
obscuring part of the area of the clinical interest: “”

Level 3

10. For items listed below, the need for corrective action was indicated on the OC records/charts but

11

the execution of corrective actions was not documented (on at least one occ’mien). SCREEN
FILM CONTACT.

For items listed below, QC records/charts were present but reflected that the listed tests were not
conducted at the proper &equency. SCREEN FkM CONTACT.

12. Processor QC; 22 percent of the data points for either medium density (MD), density difference
ase plus fog (BF) were missing (month of December~
Room Id= Darkroom.

13. Mammograms were pro ity or density difference or
base + fog out of control:’ Room Id= Darkroom.

14. Documentation was missing from the quality assurance (QA) program. The missing QA items
are listed below: PERSONNEL RESPONSIBILITIES.

It is your responsibility to ensure adherence to each requirement of the Mammography Quality
Standards Act of 1992 (MQSA) and FDA’s regulations. You are responsible for investigating and
determining the causes of the deficiencies that the inspection identifies and promptly initiating
permanent corrective actions.
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If you fail to promptly correct these deficiencies, FDA may, without firther notice, initiate
reag.dato~ action. Under MQS& FDA may:

. impose civil money penalties on a facility of up to $10,000 for each failure to substantially
comply with, or each day of failure to substantially comply with, the Standards;

. suspend or revoke a facility’s FDA certification for failure to comply with the Standards;-.

● seek an injunction in Federal couti to prohibit any mammo~graphy activity that constitutes a
serious risk to hum-ah health. - . ‘

Please note that FDA regulations do not preclude a State horn enforcing its own State
mammography laws and regulations. In some cases, these requirements may be more stringent than
FDA7S. When you plan your corrective action(s), therefore, YOUshould consider the more stringent
State requirements, if any.

Within 15 working days after receiving this letter, you should notify FDA in writing of

●

●

●

●

the specific steps you have taken to correct all of the Level 1, 2, and 3 repeat violations noted in
this letteL

each step your facility is taking to prevent the recurrence of similar violations;

equipment settings (including technique factors), raw test dat% and calculated final resuIts,
where appropriate; and

sample records that demonstrate proper record keeping procedures, if the non-compliances that
were found relate to quality cont~ol or other records (Note: Patient names or identihcation should
be deleted from any copies submitted.)

If your facility is unable to complete the corrective actions within 15 working days, you should state
the reason for the delay and the time within which the corrections will be completed.

Please send the original copy of your response to Richard S. Adros, Compliance Ofilcer, P.O. Box
3012, Bothell, Washington 98041-3012, Also, send a copy to the state radiation control ofllce that
conducted the inspection referenced in this letter. You may choose to address both FDA and State
requirements in your response.

Sincerely,

*;3<OC’$%’”
Dist~ct Director
Seattle District Office
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cc: Robert Rapcinski
Oregon Health Division
800 NE Oregon Street, Room 290
Portland, Oregon 97232-2162

Pamela A. Wilcox-Buchall~ RN.. M.B.A.
Director, Accreditation Programs
American College of Radiolo-gy
1891 Preston White Drive
Reston, Virginia 22091. . . .


